
CTSA Program Steering Committee 

Monday, January 8, 2018

2:30 ς4:00 (EDT)



Agenda 
2:30 Welcome Kathleen Brady, Christopher P. Austin

2:32 ς2:45 Introduction of New Steering Committee Members 

(2x min each)

¶ Barry Coller(Rockefeller University)

¶ Bradley Evanoff(Washington University of St. 

Louis)

¶ Phil Kern (University of Kentucky)

New Members

2:45 ς3:00 NCATS Update

¶ Continuing Resolution Update

¶ Senator Roy .ƭǳƴǘΩǎ(MO) Visit to NCATS

¶ Jan 24th CTSA Program PI Call Town Hall 

¶ Jan 11th NCATS Council

Christopher P. Austin

3:00 ς3:30 Clinicaltrials.GovPresentation and Discussion Anthony Keyes
Johns Hopkins University

Sarah White 
Partners Healthcare

3:30 ς3:35 Consent Workgroup Update

¶ Consent Workgroup presented their work last 

month. See slides from that presentation 

here.

Kathleen Brady

3:35 ς3:50 Opioid Workgroup Update Kathleen Brady

3:50 ς3:55 Communications Workgroup Update Kathleen Brady

3:55 ς4:00 Topics from the floor All 

https://ctsa.ncats.nih.gov/updates?type=sc-calls&date=2017-12-19&title=12-11-2017-ctsa-program-steering-committee


Welcome New 
Steering Committee Members!

Barry Coller, M.D.

Rockefeller University

Bradley Evanoff, M.D., M.P.H. 

Washington University of St. Louis
Phil Kern, M.D.

University of Kentucky



NCATS Update

Christopher P. Austin



FY 2018 Budget

ÅFY2018 Presidentôs Budget request: May 23, 2017
ÅNIH: $25.9 billion (reduction of $5.8 billion)

ÅFY2018 Appropriation bills
ÅHouse and Senate Appropriations committees each passed a Labor, HHS, 

and Education bill

ÅNeither bill was voted on by the full chamber

ÅFY2018 began October 1, 2017
ÅOperating since Oct 1 under a Continuing Resolution (CR), which extends 

government funding at FY2017 level

Å1st CR ïRan through Dec 8

Å2nd CR ïRan through Dec 22

Å3rd CR ïRuns through Jan 19



Senator Roy Bluntôs Visit to NCATS



Important Dates

ÅNCATS Council and Cures Acceleration Network 
Review Board
ÅJan. 11, 8:30 ï3 PM ET

ÅCTSA Program updates feature Steering Committee rotations 
and October 25 ï27 CTSA Program Meetings

ÅCTSA Program PIs on Council
ÅHarry Selker (Tufts University)

ÅAnantha Shekhar (Indiana University)

ÅEric Topol (Scripps University)

ÅWatch live here: https://videocast.nih.gov/summary.asp?live=26930&bhcp=1

ÅCTSA Program PI Town Hall Webinar
ÅJan. 24, 2 ï3 PM ET

ÅA RedCap survey will be distributed to the consortium this 
week

ÅIn the meantime, send your ideas to 
Samantha.Jonson@nih.gov

https://videocast.nih.gov/summary.asp?live=26930&bhcp=1
mailto:Samantha.Jonson@nih.gov


ClinicalTrials.GovPresentation 

Anthony Keyes
Johns Hopkins University

Sarah White
Partners Healthcare



Clinicaltrials.gov Program

Presentation to CTSA

January 8, 2018
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Anthony Keyes, MBA, PMP

Program Manager, Clinical Research Projects

Institute for Clinical and Translational Services (ICTR)

Prince Nuamah, MD

Clinical Research Compliance Specialist 

ICTR

Nidhi Atri, MD

Clinical Research Compliance Specialist 

ICTR



Registration and Reporting 

Requirements
Why Register and Report?

ïCommitment to research participants 

ïScientific validity/transparency

ïEthical standards

ïResponsible stewardship of federal funds

ïHelp IRB assess value of new studies

ïRequired by law (FDAAA)

ïRequired for journal publication (ICMJE)

ïRequired by NCI 

ïRequired for CMS

ïRequired by WHO

ïBill and Melinda Gates and several other foundations

10Why? What? Who? When? How?



Key Components of the

Final Rule

ïNIH now requires submission of full protocol 

and statistical analysis plan at the same time 

as submission of results information. 

ÅThis includes any study with a Primary Completion 

Date on or after January 18th, 2017.

ÅLimited redaction opportunities in the required 

format 

ïAllowance for direct cost to be included in 

grants ($2,000 line item per study)
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Penalties Outlined in the 

Final Rule

ÅUnder FDAAA an organization can be fined 

$11,569 per study/per day with late results
ï https://www.federalregister.gov/documents/2017/02/03/2017-02300/annual-civil-monetary-penalties-

inflation-adjustment

ÅNIH can withhold funding to organizations 

that are out of compliance
ï Francis Collins, NIH Director, published a viewpoint in JAMA with the 

following quote,ñIn addition, NIH will withhold clinical trial funding to grantee 

institutions if the agency is unable to verify adequate registration and results 

reporting from all trials funded at that institution.ò

1/8/2018 12

https://www.federalregister.gov/documents/2017/02/03/2017-02300/annual-civil-monetary-penalties-inflation-adjustment


Deadline for Updating Record

ÅWithin 30 calendar days

ïStudy start date

ïOverall recruitment status

ïIndividual site status

ïIntervention name(s)

ïIRB status

ïPrimary and/or Study Completion Date

ïContact Information
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Update Requirements

When to update a study in-process?

ÅWhile Study is In-Process: 

ïThe record must be updated within 30 days of a change to:

ÅRecruitment Status -

ïRecord Verification Date must be updated at least every 12 

months, even if no changes to the study 

ïNeed to update ends when the study is completed/terminated 

and results are entered, approved and posted

14Why? What? Who? When? How?



Update Requirements

When to respond to comments?

ÅRegistration and while Study is In-Process: 

ïMust respond to PRS comments to correct errors, deficiencies 

and/or inconsistencies within 15 calendar days*

ÅResults reporting: 

ïMust respond to PRS comments to correct errors, deficiencies 

and/or inconsistencies within 25 calendar days*

*Per NIH Final Rule released 09/16/16

15Why? What? Who? When? How?



Reporting Requirements

When to submit Basic Results?

ÅNo later than 12 months after (Primary) Completion Date.

ÅPrimary Completion Date FDAAA [Required for records 

first released on or after December 1, 2008] 

ïDate that the final subject was examined or recvôd an intervention 

for purposes of final data collection for the primary outcome, 

whether the trial concluded per protocol or was terminated. 

ïMust keep this field accurate in clincaltrials.gov since itôs how NIH 

determines the timeliness of basic results reporting

ÅStudy Completion Date

ïFinal date on which data was (or is expected to be) collected. 

Source: https://prsinfo.clinicaltrials.gov/definitions.html#PrimaryCompletionDate
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